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(iv) The role and responsibilities of
the MRO in the DOT drug testing pro-
gram;

(v) The interaction with other par-
ticipants in the program (e.g., DERs,
SAPs); and

(vi) Provisions of this part and DOT
agency rules applying to employers for
whom you review test results, includ-
ing changes and updates to this part
and DOT agency rules, guidance, inter-
pretations, and policies affecting the
performance of MRO functions, as well
as issues that MROs confront in car-
rying out their duties under this part
and DOT agency rules.

(2) Following your completion of
qualification training under paragraph
(c)(1) of this section, you must satisfac-
torily complete an examination admin-
istered by a nationally-recognized MRO
certification board or subspecialty
board for medical practitioners in the
field of medical review of DOT-man-
dated drug tests. The examination
must comprehensively cover all the
elements of qualification training list-
ed in paragraph (c)(1) of this section.

(3) The following is the schedule for
qualification training you must meet:

(i) If you became an MRO before Au-
gust 1, 2001, and have already met the
qualification training requirement,
you do not have to meet it again.

(ii) If you became an MRO before Au-
gust 1, 2001, but have not yet met the
qualification training requirement,
you must do so no later than January
31, 2003.

(iii) If you become an MRO on or
after August 1, 2001, you must meet the
qualification training requirement be-
fore you begin to perform MRO func-
tions.

(d) Requalification training. During
each five-year period from the date on
which you satisfactorily completed the
examination under paragraph (c)(2) of
this section or have successfully com-
pleted the required continuing edu-
cation requirements which were man-
datory prior to October 1, 2010, you
must complete requalification train-
ing.

(1) This requalification training must
meet the requirements of the qualifica-
tion training under paragraph (c)(1) of
this section.
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(2) Following your completion of re-
qualification training, you must satis-
factorily complete an examination ad-
ministered by a nationally-recognized
MRO certification board or sub-
specialty board for medical practi-
tioners in the field of medical review of
DOT-mandated drug tests. The exam-
ination must comprehensively cover
all the elements of qualification train-
ing listed in paragraph (c)(1) of this
section.

(e) Documentation. You must main-
tain documentation showing that you
currently meet all requirements of this
section. You must provide this docu-
mentation on request to DOT agency
representatives and to employers and
C/TPAs who are using or negotiating to
use your services.

[656 FR 79526, Dec. 19, 2000, as amended at 66
FR 41951, Aug. 9, 2001; 75 FR 49862, Aug. 16,
2010]

§40.123 What are the MRO’s respon-
sibilities in the DOT drug testing
program?

As an MRO, you have the following
basic responsibilities:

(a) Acting as an independent and im-
partial ‘‘gatekeeper’” and advocate for
the accuracy and integrity of the drug
testing process.

(b) Providing a quality assurance re-
view of the drug testing process for the
specimens under your purview. This in-
cludes, but is not limited to:

(1) Ensuring the review of the CCF on
all specimen collections for the pur-
poses of determining whether there is a
problem that may cause a test to be
cancelled (see §§40.199-40.203 ). As an
MRO, you are not required to review
laboratory internal chain of custody
documentation. No one is permitted to
cancel a test because you have not re-
viewed this documentation;

(2) Providing feedback to employers,
collection sites and laboratories re-
garding performance issues where nec-
essary; and

(3) Reporting to and consulting with
the ODAPC or a relevant DOT agency
when you wish DOT assistance in re-
solving any program issue. As an em-
ployer or service agent, you are prohib-
ited from limiting or attempting to
limit the MRO’s access to DOT for this
purpose and from retaliating in any
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way against an MRO for discussing
drug testing issues with DOT.

(¢c) You must determine whether
there is a legitimate medical expla-
nation for confirmed positive, adulter-
ated, substituted, and invalid drug
tests results from the laboratory.

(d) While you provide medical review
of employees’ test results, this part
does not deem that you have estab-
lished a doctor-patient relationship
with the employees whose tests you re-
view.

(e) You must act to investigate and
correct problems where possible and
notify appropriate parties (e.g., HHS,
DOT, employers, service agents) where
assistance is needed, (e.g., cancelled or
problematic tests, incorrect results,
problems with blind specimens).

(f) You must ensure the timely flow
of test results and other information to
employers.

(g) You must protect the confiden-
tiality of the drug testing information.

(h) You must perform all your func-
tions in compliance with this part and
other DOT agency regulations.

§40.125 What relationship may an
MRO have with a laboratory?

As an MRO, you may not enter into
any relationship with an employer’s
laboratory that creates a conflict of in-
terest or the appearance of a conflict of
interest with your responsibilities to
that employer. You may not derive any
financial benefit by having an em-
ployer use a specific laboratory. For
examples of relationships between lab-
oratories and MROs that the Depart-
ment views as creating a conflict of in-
terest or the appearance of such a con-
flict, see §40.101(b).

§40.127 What are the MRO’s functions
in reviewing negative test results?

As the MRO, you must do the fol-
lowing with respect to negative drug
test results you receive from a labora-
tory, prior to verifying the result and
releasing it to the DER:

(a) Review Copy 2 of the CCF to de-
termine if there are any fatal or cor-
rectable errors that may require you to
initiate corrective action or to cancel
the test (see §§40.199 and 40.203).

(b) Review the negative laboratory
test result and ensure that it is con-

§40.127

sistent with the information contained
on the CCF.

(c) Before you report a negative test
result, you must have in your posses-
sion the following documents:

(1) Copy 2 of the CCF, a legible copy
of it, or any other CCF copy containing
the employee’s signature; and

(2) A legible copy (fax, photocopy,
image) of Copy 1 of the CCF or the
electronic laboratory results report
that conveys the negative laboratory
test result.

(d) If the copy of the documentation
provided to you by the collector or lab-
oratory appears unclear, you must re-
quest that the collector or laboratory
send you a legible copy.

(e) On Copy 2 of the CCF, place a
check mark in the ‘‘Negative” box
(Step 6), provide your name, and sign,
initial, or stamp and date the
verification statement.

(f) Report the result in a confidential
manner (see §§40.163-40.167).

(g) Staff under your direct, personal
supervision may perform the adminis-
trative functions of this section for
you, but only you can cancel a test. If
you cancel a laboratory-confirmed neg-
ative result, check the ‘Test Can-
celled”” box (Step 6) on Copy 2 of the
CCF, make appropriate annotation in
the ‘“Remarks’” line, provide your
name, and sign, initial or stamp and
date the verification statement.

(1) On specimen results that are re-
viewed by your staff, you are respon-
sible for assuring the quality of their
work.

(2) You are required to personally re-
view at least 5 percent of all CCFs re-
viewed by your staff on a quarterly
basis, including all results that re-
quired a corrective action. However,
you need not review more than 500 neg-
ative results in any quarter.

(3) Your review must, as a minimum,
include the CCF, negative laboratory
test result, any accompanying correc-
tive documents, and the report sent to
the employer. You must correct any er-
rors that you discover. You must take
action as necessary to ensure compli-
ance by your staff with this part and
document your corrective action. You
must attest to the quality assurance
review by initialing the CCFs that you
review.

577



		Superintendent of Documents
	2014-08-25T14:53:32-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




